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Communication pursuant to Article 96(2) EPC 

The examination of the above-identified application has revealed that it does not meet the requirements of the 
European Patent Convention for the reasons enclosed herewith. If the deficiencies indicated are not rectified 
the application may be refused pursuant to Article 97(1) EPC. 

You are invited to file your observations and insofar as the deficiencies are such as to be rectifiable, to correct 
the indicated deficiencies within a period 

of 4 months 

from the notification of this communication, this period being computed in accordance with Rules 78(2) and 
83(2) and (4) EPC. 

One set of amendments to the description, claims and drawings is to be filed within the said period on separate 
sheets (Rule 36(1) EPC). 

Failure to comply with this invitation in due time will result in the application being deemed to b 
withdrawn (Article 96(3) EPC). 
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Anmelde-Nr.: ^ _ — ^ ^ 

Application No.: 00 966 405.3 
Demande n": 



The examination is being carried out on the following application documents: 
Text for the Contracting States: 

AT BE CH LI CY DE DK ES Fl FR GB GR IE IT LU MC NL PT SE 



Description, pages: 

1-31 as originally filed 



Claims, No.: 

1 -g as received on 1 9.09.2002 with letter of 1 9.09.2002 



1 . A comprehensive search report was now carried out and the following additional 
documents were retrieved: *, 



D2 
D3 
D4 
D5 



US 3932615 A 
US 3867523 A 
US 5516531 A 
US 4177254 A 



2. The present application does not meet the requirements of Articles 52(1) and 
54(1) EPC because the subject-matter of claim 1 appears to be anticipated by D2-D5. 
They disclose differing ways of granulation of penem compounds with sucrose (i.a. D2, 
Example 1 and claim 1 ; D3, Example 4; D4, Example 1 in combination with col. 2, line 
20-25; D5, Example 1). A difference between the present invention as disclosed in the 
description and the documents D2-D5 might reside in the nature of the granulation 
process, however, the present claim 1 is still formulated in such a general way that the 
compositions described in D2-D5 fall within its scope. "Fast-disintegrating" is not 
anymore objected to, however, it cannot be considered as a novelty rendering feature 
of the present invention. 

3. A final assessment of inventive step can only be made once the above objection 
as to novelty has been overcome. However, the following comments can already be 
made: The closest state of the art for the present application is represented by D2 and 
D4. They disclose granules comprising sucrose (Examples) and a pharmaceutical^ 
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Bescheld/Pr t k II (Aniage) Communlcati n/Mlnutes (Annex) N tificati n/Proces-verbal (Annex ) 

_ . Blatt _ Anmelde-Nr.: _ _ ^ * s^r- 

SET 06.12.2002 Sheet 2 AppncationNo, 00 966 405.3 
Oata Feuille Demande n«: 



active compound (i.a. penem compounds) with good/excellent disintegration. The 
technical problem can be formulated as the provision of an alternative galenic form for 
good disintegration of penem compounds. The present application provides the penem 
compounds in granulated form with sucrose. According to Table 1-3 (Example 1-3) it 
can be considered that this problem has been solved. (However, quantitative or semi- 
quantitative comparisons between Samples 1-5 in Example 1 would have been more 
convincing. Maybe Samples 4 and 5 would have given the same disintegration results 
as Samples 1-3, although they were of different granulation quality.) According to D4 
the good disintegration is achieved by the spherical shape of the granules ancTalthough 
the granules contain sucrose in their composition (cf. Examples), D4 gives no indication 
to the man skilled in the art that the content of sucrose could have an effect on the 
disintegration. D2 gives no clear indication of how the good disintegration is achieved, 
however, it is mentioned that any other sugar could be used in stead of the sucrose 
(col. 2, line 21-25). The teaching of D3 and D5 relates to different technical problems. 

4. The term "dry syrup" as characterised in the description cannot be distinguished 
from "dry powder" as used in D3 (Example 4). The definition of "Syrup" as provided by 

the applicant gives no information about theparticle size in the dry medium. It- should 

be noted, that it would therefore be inappropriate to further limit the scope of claim 1 on 
the basis of this term. 

5. To meet the requirements of Rule 27(1 )(b) EPC, the documents D2-D5 should be 
identified in the description and the relevant background art disclosed therein should be 
briefly discussed. 

6. Any amendments carried out in response to this communication should strictly 
comply with Article 123(2) EPC and their basis in the original description should be 
clearly indicated. The Applicant is asked to submit any corrections in the form of 
handwritten corrections to the application as originally filed and also in the form of 
retyped pages (Rules 35(3) and 36(1) EPC). 

7. At least some of the objections raised above are such that there appears to be no 
possibility of overcoming them by amendment (cf. Item 2 and 7). Refusal of the 
application under Article 97(1) EPC is still to be expected. 
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03 June, 1994 (03.06.94), 
(especially, examples 1 to 6) 



, Ltd. ) , 
(Family: none) 



WO, 98/03202, Al (Daiichi Pharmaceutical Co., Ltd.), 
29 January, 1998 (29.01.98), 
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Further documents are listed in the continuation of Box C. Q See patent family annex. 
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°*E" earlier document but published on or after the international filing 

date 

U V document which may throw doubts on priority claim(s) or which is 
cited to establish the publication date of another citation or other 
special reason (as specified) 

W (T document referring to an oral disclosure, use, exhibition or other 
means 

M P" document published prior to the international filing date but later 

than the priority date claimed 



T later document published after the international filing date or 
priority date and not in conflict with the application but cited to 
understand the principle or theory underlying the invention 

"X" document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive 
step when the document is taken alone 

"Y" document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such 
combination being obvious to a person skilled in the art 
document member of the same patent family 
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